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DETAILED ACTION 
Response to Amendment 
Applicant's amendment, filed 12/1/05, is acknowledged and has been entered. Claim 16 
has been canceled. Claims 1-15 and 17-22 are pending in the application, with claims 1-12 
currently withdrawn. 

Election/Restrictions 

1. Applicant's confirmation of the election of Group III, claims 13-22 in the reply filed on 
12/1/05 is acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an election 
without traverse (MPEP § 818.03(a)). 

2. Applicant's request for rejoinder of claims 6-12 is acknowledged (see Applicant's 
response, p. 9). However, as the product claims of Group III are not in condition for allowance, 
rejoinder is not appropriate at this time. 

Specification 

3. The abstract of the disclosure is objected to because the abstract as amended now 
discloses that the labeled intrinsic factor is bound to a solid phase, which does not represent the 
claimed invention. In the claimed invention, the binding pair member rather than the labeled 
intrinsic factor is bound to the solid phase. Correction is required. See MPEP § 608.01(b). 

Claim Objections 

4. Claim 13 is objected to because of the following informalities: the claim recites in part 
(c) "an interference blocking agent that will specifically bind to vitamin V 12 in the sample, 
vitamin B12 being capable of binding...". The claim is objected to for grammatical reasons since 
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the above constitutes a run-on sentence. It is suggested that the sentence fragments be separated 
by a transitional word such as "wherein" (i.e., ...in the sample, wherein vitamin B 12 is 
capable..."). Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claims 13-22 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

7. Claim 13 recites the limitations "the binding site for the antibody" and "the autoantibody 
binding site of the labeled intrinsic factor" in parts b and c, respectively. There is insufficient 
antecedent basis for these limitations since the reference to the autoantibody site has been 
removed from part a of the claim. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
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claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
9. Claims 13-15, 17-18 and 20-22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Newman et al. (US Patent No. 6,942,977, filed May 28, 1993) or, alternatively, Newman et 
al. (Canadian Patent Application 2,1 10,109, Information Disclosure Statement filed 4/30/04) in 
view of Pourfarzaneh (US Patent No. 5,564,104). The column and line numbers cited below in 
reference to Newman et al. refer to the text of the US Patent. 

Newman et al. teach diagnostic kits for assaying vitamin B12 comprising a receptor (intrinsic 
factor) that has a specific binding site for an autoantibody that directly blocks binding to vitamin B 12 
(column 1, lines 54-58) and a binding pair member capable of binding the receptor (antibody that 
specifically binds to intrinsic factor), wherein either the intrinsic factor or the antibody is labeled and 
one of them is immobilized on a solid support (column 4, lines 1-21). The antibody to intrinsic factor 
may be an antibody that is specific for the vitamin B12 binding site of intrinsic factor, and may be 
bound to a solid support (column 2, lines 8-22; column 2, line 63 to column 3, line 5; column 6, lines 
12-17 in particular). 

Newman et al. further teach extracting free vitamin B12 and other small molecular weight 
compounds from the sample using, for example, dextran coated charcoal (column 5, lines 23-36). 
However, Newman et al. fail to specifically teach an interference blocking reagent that will 
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specifically bind to vitamin B12 with higher binding affinity and/or specificity than to any other 
moiety (see the instant specification at [020]). 

However, Pourfarzaneh teaches methods of removing labeled molecules from solution 
(column 2, lines 5-34 and Table A in particular). In particular, Pourfarzaneh teach that the 
molecules may be bound by binders such as charcoal adsorbents or monoclonal antibodies 
capable of binding the molecules (column 2, lines 20-34; column 8, lines 8-45 in particular). 
Examples of biological molecules that may be removed from solution include radiolabeled 
vitamin B 12 (column 2, lines 14-16 in particular). 

It would have been obvious to one of ordinary skill in the art to employ the monoclonal 
antibodies capable of binding to vitamin B12 taught by Pourfarzaneh in place of the dextran 
coated charcoal of Newman et al. in order to remove free vitamin B12 from samples containing 
antibodies to intrinsic factor, and because Newman et al. teach that removing free vitamin B12 is 
important in the identification of antibodies that will not be able to bind intrinsic factor or that 
will be released from binding in the presence of vitamin B 12, which would be particularly 
difficult to detect if there were even trace amounts of vitamin B12 present (see Newman et al., 
the abstract and column 5, lines 23-36 in particular). One would have reasonable expectation of 
success because Pourfarzaneh teaches that both charcoal and monoclonal antibodies capable of 
binding to vitamin B12 may be used to remove molecules such as vitamin B12 from solution. 

With regard to claims 14 and 21, Newman et al. teach that the solid support may be magnetic 
particles (column 6, lines 45-52). 

With regard to claims 1 5 and 20, Newman et al. teach that the intrinsic factor may be labeled 
with alkaline phosphatase (column 8, line 30-47 and column 6, line 53 to column 7, line 3). 
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With regard to claim 22, Newman et al. teach that the anti-intrinsic factor antibody is a 
monoclonal antibody (the abstract and column 2, lines 8-11). 

10. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Newman et al. 
(US Patent No. 6,942,977) or, alternatively, Newman et al. (Canadian Patent Application 
2,1 10,109) in view of Pourfarzaneh as applied to claims 13 above, and further in view of Herbert 
(US Patent No. 4,680,273). Newman et al. and Pourfarzeneh are as discussed above, which fail 
to specifically teach a test kit comprising R-protein as the interference blocking reagent. 

Herbert teaches that R-protein is a binder for total corrinoids, including vitamin B 12, 
which can be used to bind to vitamin B12 in solution (see column 4, in particular lines 58-62, 
and column 5, lines 1-42). R-protein may be used alone or in conjunction with the use of coated 
charcoal (column 5, lines 35-42). 

Therefore, it would have been obvious to employ R-protein as the interference blocking 
reagent as taught by Herbert in the method of Newman et al. and Pourfarzaneh in order to 
remove free vitamin B12 from samples containing antibodies to intrinsic factor. One would have 
reasonable expectation of success in substituting R-protein for the monoclonal antibodies 
capable of binding vitamin B12 because Herbert teaches that R-protein are capable of binding 
vitamin B12, which is also the purpose of the charcoal and monoclonal antibodies taught by 
Newman et al. and Pourfarzaneh. In addition, Herbert teaches that R-protein may be used as a 
vitamin B12 binder in conjunction with coated charcoal methods, such as that of Newman et al. 
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Response to Arguments 

The objections to the disclosure are withdrawn in response to Applicant's amendments. 

The rejection of claim 13-22 under 35 USC 1 12, 1 st paragraph are withdrawn in response 
to Applicant's amendments, in particular the amendment of claim 13 to recite "intrinsic factor" 
rather than "receptor" and "vitamin B12" rather than "substance". 

With regard to the rejection of claims 13-16 and 20-22 under 35 USC 102(e) as being 
anticipated by Newman, Applicant's arguments and amendments have been fully considered and 
they are persuasive. Applicant argues (see p. 10-1 1 of Applicant's response) that the dextran- 
coated charcoal of Newman et al. cannot be considered to be an interference blocking reagent, 
since amended claim 13 requires that the interference blocking reagent will specifically bind to 
vitamin B12. 

The specification defines specific binding as follows (see the specification at p. 6, [020]): 

As used herein, "specific binding" and "specifically bound" means that the reagent, 
substance or autoantibody is a binding pair member that binds or is bound to a desired 
substance or element with specificity, i.e., has a higher binding affinity and/or specificity 
to the substance or element than to any other moiety" (emphasis added) 

As a consequence of the above definition, claim 1 3 now requires that the interference 

blocking reagent bind with higher binding affinity and/or specificity to vitamin B12 than to any 

other moiety. The Examiner agrees that the dextran-coated charcoal of Newman et al. does not 

possess such a feature, and therefore the rejections of the claims as being anticipated by Newman 

et al. are withdrawn. 

With regard to the rejection of claim 17-18 under 35 USC 103(a) as being unpatentable 
over Newman in view of Pourfarzaneh, Applicant's arguments have been fully considered but 
they are not persuasive. The references have been applied in the rejection of claims 13-15, 17-18 
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and 20-22 above under 35 USC 103(a). Applicant argues (p. 1 1-13) that Newman fails to 
disclose or suggest the use of an interference blocking reagent that is capable of specifically 
binding to vitamin B12. The Examiner maintains that while Newman fails to disclose a reagent 
that has higher binding affinity and/or specificity to vitamin B12 than to any other moiety, since 
the dextran coated charcoal has affinity with vitamin B 12 and with other small molecular weight 
compounds, Newman clearly teaches the importance of removing free vitamin B12 from the 
sample at column 5, lines 23-36. While Newman does not specifically teach antibodies or 
monoclonal antibodies that are specific to vitamin B12 in order to achieve this, such a teaching is 
found in Pourfarzaneh, which teaches that either a charcoal absorbent (as in Newman) or a 
monoclonal antibody can be used to remove molecules from solution, which is the same purpose 
for which the charcoal is employed in Newman. 

With regard to the rejection of claim 19 as being unpatentable over Newman in view of 
Pourfarzaneh, and further in view of Herbert, Applicant's response (p. 13) addressed the 
patentability of independent claim 13, which has been discussed above, but did not include any 
additional remarks regarding the specific limitation recited in claim 19 or the Herbert reference. 

The rejections of the claims under 35 USC 103(a) as being unpatentable over Smith et al. 
are withdrawn in response to Applicant's amendments and arguments. In particular, the 
amendment to claim 13 to recite that the interference blocking reagent specifically binds to 
vitamin B12, discussed above with respect to the Newman et al. reference, is sufficient to 
overcome the rejections of the claims as being unpatentable over Smith et al. in view of Newman 
et al. 
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Conclusion 

11. No claims are allowed. 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christine Foster whose telephone number is (571) 272-8786. The 
examiner can normally be reached on M-F 8:30-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached at (571) 272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10AS85,4 ll 



Page 10 



Art Unit: 1641 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Christine Foster 
Patent Examiner 
Art Unit 1641 
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SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 




